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1 This report is the international preliminary examination report, established by this International Preliminary Examining 
Authority under Article 35 and transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 6 sheets, including this cover sheet. 

3. This report is also accompanied by ANNEXES, comprising: 

a. □ sent to the applicant and to the International Bureau) a total of sheets, as follows: 

□ sheets of the description, claims and/br drawings which have been amended and are the basis of this report 
andtor sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the 
Administrative Instructions). 

□ sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes 
beyond the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the 
Supplemental Box. 

b □ (sent to the International Bureau only) a total of (indicate type and number of electronic carrier(s)) , containing a 
sequence listing and/br tables related thereto, in computer readable form only, as indicated in the Supplemental 
Box Relating to Sequence Listing (see Section 802 of the Administrative Instructions). 
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Certain observations on the international application 
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Box No. 1 Basis of the report 

1 . With regard to the language, this report is based on the international application in the language in which it was 
filed, unless otherwise indicated under this item. 

□ This report is based on translations from the original language into the following language , 
which is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 and/br 55.3) 

2. With regard to the elements* of the international application, this report is based on (replacement sheets which 
have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report): 



Description, Pages 

V-67 as originally filed 

Claims, Numbers 

1-16 as originally filed 



E a sequence listing and/br any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4. □ This report has been established as if (some of) the amendments annexed to this report and listed below 
had not been made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 



* If item 4 applies, some or all of these sheets may be marked "superseded. " 
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"Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability — 



1 The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
' obvious), or to be industrially applicable have not been examined tn respect of: 

□ the entire international application, 
S claims Nos. 6, 8, 10-12 

because: 

H the said international application, or the said claims Nos. 11,12 relate to the following subject matter which 
does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

H no international search report has been established for the said claims Nos. 6, 8, 1 0 

□ the nucleotide and/br amino acid sequence listing does not comply with the standard provided for in Annex 

_t *» a j^intnjv^^M //■> li-tctri ir^tinnc in thpt* 

^ Ol U ic vnui i in iiou oiivo ii is* i • «-»... w. .w 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

□ the tables related to the nucleotide and/br amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-b/s of the Administrative Instructions. 

H See separate sheet for further details 
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Box No. IV Lack of unity of invention 

1 . E In response to the invitation to restrict or pay additional fees, the applicant has: 

□ restricted the claims. 

□ paid additional fees. 

□ paid additional fees under protest. 

S neither restricted nor paid additional fees. 

2. □ This Authority found that the requirement of unity of invention is not complied with and chose, according to 

Rule 68.1 , not to invite the applicant to restrict or pay additional lees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 



□ complied with. 

IS not complied with for the following reasons: 
see separate sheet 

4. Consequently, this report has been established in respect of the following parts of the international application: 

□ all parts. 

B the parts relating to claims Nos. 1 -5, 7,9,11-16 (all partially) . 

Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



is 



1. Statement 



Novelty (N) 



Yes: Claims 
No: Claims 



1-5, 7, 9, 11-16 



Inventive step (IS) 



Yes: Claims 
No: Claims 



1-5, 7, 9, 11-16 



Industrial applicability (IA) 



Yes: Claims 
No: Claims 



1-5, 7, 9, 13-16 



2. Citations and explanations (Rule 70.7): 
see separate sheet 
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Supplemental Box relating to Sequence Listing 

Continuation of Box I, item 2: 

1 . With regard to any nucleotide and/or amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this report has been established on the basis of: 

a. type of material: 

H a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

El in written format 

El in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed 

S filed together with the international application in computer readable form 

□ furnished subsequently to this Authority for the purposes of search and£>r examination 

□ received by this Authority as an amendment on 

2. □ In addition, in the case that more than one version or copy of a sequence listing and/br table(s) relating 

thereto has been filed or furnished, the required statements that the information in the subsequent or 
additional copies is identical to that in the application as filed or does not go beyond the application as filed, 
as appropriate, were furnished. 

3. Additional observations, if necessary: 
see separate sheet 



INTERNATIONAL PRELIMINARY International application No. 

REPORT ON PATENTABILITY 

(SEPARATE SHEET) PCT/EP2004/000539 

Additional remarks to item I 

This first written opinion was established on the application documents as filed and the 
written sequence listing pages 1-177, SEQ ID No 1 to SEQ ID No 292. 

Additional remarks to item 111 

According to Rule 66.1(e) PCT claims relating to inventions in respect of which no 
international search report has been established need not to be the subject of 
international preliminary examination. 

As a consequence, this preliminary written opinion is established for claims 1-5, 7, 9, 
11-16 (all partially). 

As far as claims 11 and 12 concern diagnostic methods of an human body, they relate 
to a subject-matter considered by this authority to be covered by the provisions of Rule 
67.1 (iv) PCT. Consequently, no opinion will be formulated with respect to the industrial 
applicability of the subject-matter of these claims (Article 34(4)(a)(i) PCT). 

Additional remarks to item IV 

The objection as lack of unity raised in the international search report (ISR) is 
maintained. The reasons for the objection are the same as those indicated in the ISR. 
As the Applicant has not had a search report drawn up on inventions 2-292 (Rule 66.2 
PCT), the application will be prosecuted on the basis of the invention in respect of 
which a search has already been carried out, in the present case, invention 1. 

Additional remarks to item V 

Although the closest prior art Hwang DM et al., 1997 relates to genes involved in 

cardiovascular diseases, it does neither describe the polynucleotide sequence as set 

forth in SEQ ID No 1 nor suggest the use of such a polynucleotide for determining 

whether a human subject is at risk of developing a cardiovascular disease or for 

determining a patient's individual response to statin therapy. 

Thus, in view of the prior art documents cited in the International Search Report, it 

seems that claims 1-5, 7, 9, 11-16 are novel and inventive (Article 33(2)(3) PCT). 

In addition, claims 1-5, 7, 9, 13-16 are susceptible of industrial application (Article 33(4) 

PCT. 
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